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DETAILED ACTION 
Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 24 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Claim 24 recites the limitation "said predetermined orientation" in line 4. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 2, 4 - 7, 12 - 15, 19 - 22, 29 - 32, 35 and 36 are rejected under 35 
U.S.C. 102(b) as being anticipated by Gratzel et al (U.S. Pat. No. 5,378,628 A). Regarding 
claims 1, 29 - 32 and 35, Gratzel et al. teach an apparatus comprising: a sensor pack (sensor 6) 
comprising a sensor chip (collector 37) having a reaction portion (two electrodes 20 & 22) for 
reacting with a test sample (sample drop 40); and an analyzer device (pen 4) having an opening 
(cavity 10) for accepting the sensor pack containing one sensor chip, and retaining means 
(extremity portion 8 & cavity 10) for retaining the sensor chip in the sensor pack accepted 
through the opening, wherein the analyzer device analyzes an ingredient in a test sample 
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supplied to the reaction portion by detecting a change in the reaction portion (see col. 4, Unes 35 
- 68; col. 5, lines 1 - 65; figure 4). 



Regarding the recitation that the " sensor pack is formed by packing in a packaging 
material a sensor chip ... this claim is attempting to define the product by defining the 
process by which the product is made in terms of a product-by-process claim. The applicant is 
advised that even though product-by-process claims are limited by and defined by the process, 
determination of patentability is based upon the product itself. The patentability of a product 
does not depend upon its method of production. If the product in the product-by-process claim is 
the same as or obvious from a product of the prior art, the claim is unpatentable even though the 
prior art product was made by a different process. See In re Thorpe, 111 F.2d 695, 698, 227 
USPQ 964, 966 (Fed. Cir. 1985) (see MPEP § 21 13). Regarding claim 2, Gratzel et al teach 
that the sensor chip has an engagement means (extremity portion 19) for engagement with the 
retaining means (extremity portion 8 & cavity 10) (see figure 4). Regarding claim 4, it is 
inherently anticipated that the sensor pack (6) has a holding, such as an edge, to be held by the 
user (see figure 4). Regarding claims 5 and 31, it is inherently anticipated sensor pack (6) has a 
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Fig. 4 
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positioning means, such as side edges, for positioning the sensor chip (37) within the opening 
(10) of the analyzer device (4) (see figure 4). Regarding claim 6, the analyzing device (4) has a 
positioning means, such as the side edges of the opening (cavity 10), for positioning the sensor 
chip (37) when only the sensor chip is inserted through the opening (see figure 4). Regarding 
claim 7, it is inherently anticipated that the retention means (extremity portion 8 & cavity 10) of 
the analyzing device (4) can be effectively disengaged in order to remove the sensor chip (37) 
after use (see figure 4). Regarding claims 12 and 15, the analyzing device (4) fiirther comprises 
a reaction information acquisition means (two first electrical contacts 12 & 14 connected to an 
ammeter) provided within the retaining means (cavity 10) for obtaining information on the 
reaction at the reaction portion of the sensor chip (see col. 4, lines 35-51; figure 4). Regarding 
claims 19, 22, 35 and 36, Gratzel et al teach that a predetermined orientation of the sensor pack 
(6) with respect to the direction of insertion into the opening (10) of the analyzing device (4) is 
prescribed, wherein a cross-sectional shape of the sensor pack as viewed in the direction of 
insertion when the sensor pack has an orientation different fi-om the predetermined orientation, 
which is different fi:'om the cross-sectional shape of the opening as viewed in the direction of 
insertion (see figure 4). Regarding claims 20 and 21, Gratzel et al further teach that the sensor 
chip (37) has the shape of a generally flat block, wherein the sensor pack (6) and the opening 
(10) has a shape exhibiting an asymmetry on the opposite sides of the two surfaces of the sensor 
chip (see figure 4). 

Regarding claims 13, 14 and 32, it should be noted that these claims are directed to a 
system or an apparatus. Therefore, it is the structural Umitations of the apparatus, as recited in 
the claims, which are considered in determining the patentability of the apparatus. These claims 



Application/Control Number: 09/806,344 Page 5 

Art Unit: 1743 

recite various process or use limitations and are accorded no patentable weight to an apparatus. 
For example, these claims recite how the apparatus is to be operated, such as by removing a 
packaging material portion during use, which do not impart any limitations to define the 
structure of the apparatus being claimed. Process limitations do not add patentablility to a 
structure, which is not distinguished fi'om the prior art. A recitation of the intended use of the 
claimed invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the prior 
art structure is capable of performing the intended use, then it meets the claim. See In re Casey, 
152 USPQ 235 (CCPA 1967); and In re Otto, 136 USPQ 458, 459 (CCPA 1963). The Courts 
have held that apparatus claims must be structurally distinguishable from the prior art in terms of 
structure, not function. See In re Danley, 120 USPQ 528, 531 (CCPA 1959); and Hewlett- 
Packard Co, V. Bausch andLomb, Inc., 15 USPQ2d 1525, 1528 (Fed. Cir. 1990). The Courts 
have held that the manner of operating an apparatus does not differentiate an apparatus claim 
from the prior art, if the prior art apparatus teaches all of the structural limitations of the claim. 
See Ex Parte Masham, 2 USPQ2d 1647 (BPAI 1987) (see MPEP § 2114). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 17, 18, 33 and 34 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gratzel et al in view of Crosby (U.S. Pat. No. 6,217,744 Bl). Regarding claims 17 and 33, 
Gratzel et al do not specifically teach the incorporation of a desiccant with the sensor pack. 
Gratzel et al do teach that the sensor is dried prior to use (see col. 6, lines 32 - 41). Crosby 
does teach a biological fluid testing apparatus packaged with a desiccant material, such as silica 
gel, to prevent the inadvertent early activation of the detection system by exposure to fluid (see 
col. 6, lines 53 - 56). Hence, Crosby recognizes the suitability of incorporating a desiccant 
material with a biological fluid testing apparatus in order to preserve the function of the 
apparatus prior to use (see MPEP § 2144.07). Therefore, it would have been obvious to one of 
ordinary skill in the art to incorporate a desiccant material, as taught by Crosby, with the sensor 
pack of the apparatus, as taught by Gratzel et al, in order to maintain the function of the sensing 
apparatus prior to use. Regarding claims 18 and 34, the sensor pack (6) comprises a holding 
feature, such as side edges, for facilitating the holding of the sensor pack by a user. It would 
have been obvious to one of ordinary skill in the art to incorporate an accommodation portion 
with the sensor pack for containing the desiccant material so as to facilitate the effective 
functional preservation of the apparatus prior to use. 
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Claims 23 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gratzel 
et al in view of Baker et al (U.S. Pat. No. 4,654,127). Regarding claim 23, Gratzel et al do 
not specifically teach the further incorporation of an inserted state detection means for detecting 
an insertion state of the sensor pack having a detecting portion provided in the analyzing device 
and a portion to be detected provided in the sensor pack at a predetermined position. However, 
Baker et al do teach an analysis apparatus (14) that involves the insertion of a test device (12) 
into a receptacle (62) of the analysis apparatus (14). Baker et al teach that the insertion of the 
device (12) into receptacle (62) causes the bar code on the bottom of the device (12) to be read 
by a latent detection means and connects contacts (32A-32E) to analyzer (14) (see col. 9, lines 
36 - 40; figure 1). Hence, Baker et al recognize the suitability of incorporating a reading or 
detection means for an analysis apparatus using a test card or sensing chip analysis format in 
order to facilitate effective apparatus operation and sample analysis (see MPEP § 2144.07). 
Therefore, it would have been obvious to one of ordinary skill in the art to incorporate the 
reading or detection means, as taught by Baker et al, with the sensing apparatus, as taught by 
Gratzel et al, in order to facilitate effective apparatus operation and sample analysis. Regarding 
claim 25, Gratzel et al do not specifically teach the further incorporation of an information 
holding means for holding information on the sensor chip, wherein the information holding 
means is provided on at least one of either the sensor pack or sensor chip; and an information 
recognition means for recognizing information held by the information holding means, wherein 
the information recognition means is provided on the analyzing device. However, Baker et al 
do teach that the testing device (12 & 16) incorporates the use of a bar code (47), which 
provides specific information on performing a specific analysis for the analyzer (14) upon 
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insertion of the device (see col. 4, line 49 - col. 5, line 64; figure 8). Hence, Baker et al 
recognize the suitability of incorporating a bar code or information holding means with an 
insertable test device for an analysis apparatus using a test card or sensing chip analysis format in 
order to facilitate effective apparatus operation and sample analysis (see MPEP § 2144.07). 
Therefore, it would have been obvious to one of ordinary skill in the art to incorporate the use of 
a bar code or information holding means, as taught by, Baker et al, with an analysis apparatus, 
as taught by Gratzel et al, in order to facilitate effective apparatus operation and sample 
analysis. 

Claim 28 is rejected under 35 U.S.C. 103(a) as being unpatentable over Gratzel et al in 
view of Lape (U.S. Pat. No. 4,661,319). Gratzel et al do not specifically teach the further 
incorporation of a speech generation means within the analyzing device. Gratzel et al do teach 
that the apparatus is used for the personal detection of blood glucose level, wherein the blood 
glucose level is indicated by a display (16) (see col. 4, lines 1 - 56; figure 4). Lape teaches a 
blood glucose testing apparatus that uses a speech generation means to indicate the blood 
glucose concentration as read by the blood glucose monitor (see col. 7, lines 31 - 63). 
Therefore, the prior art, as evidenced by Lape, recognizes the suitability of incorporating the 
use of a speech generation means with a blood glucose monitoring apparatus for the intended 
purpose of facihtating the effective notification of a blood glucose test result to a user (see 
MPEP section 2144.07). Both of these indication techniques, the use of a display or speech 
generation means, as evidenced by Gratzel et al and Lape, respectively, are notoriously well 
known in the art for being utilized for the same purpose, for indicating blood glucose test results. 
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Hence, these indication techniques are considered functional equivalents clearly recognized in 
the prior art (see MPEP section 2144.06). The Courts have held that an express suggestion to 
substitute one equivalent component or process for another is not necessary to render such a 
substitution obvious. See In re Font, 675 F.2d 297, 213 USPQ 532 (CCPA 1982). Therefore, it 
would have been obvious to one of ordinary skill in the art to substitute and incorporate the 
known equivalent indication technique of using a speech generation means, as taught by Lape, 
with the analytical detection system, as taught by Gratzel et al , in order to facilitate effective 
test result notification to the user. 

Allowable Subject Matter 

Claims 3, 8 - 1 1, 16 and 26 - 27 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

Claim 24 would be allowable if rewritten to overcome the rejection(s) under 35 
U.S.C. 1 12, second paragraph, set forth in this Office action and to include all of the limitations 
of the base claim and any intervening claims. 

The following is a statement of reasons for the indication of allowable subject matter: 
The cited prior art neither teach or fairly suggest the further incorporation of a retaining means, 
which penetrates the packaging material at least to reach the sensor chip. The cited prior art 
neither teach or fairly suggest the further incorporation of a state changing means within the 
analyzing device for changing the state of the retaining means between a state of receding from 
the sensor pack and a state of retaining the sensor chip, wherein the state changing means 
changes the state of the retaining means so that the retaining means is in the receding state when 
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the sensor pack is inserted and so that the retaining means is in the retaining state after the 
completion of insertion of the sensor pack. The cited prior art neither teach or fairly suggest that 
the analyzing device further incorporates a first reaction information acquisition means for 
obtaining information on the reaction at the reaction portions of the sensor chip when the sensor 
chip is inserted in the state of having a predetermined orientation to the opening; and a second 
reaction information acquisition means for obtaining information on the reaction at the reaction 
portion on the sensor chip when the sensor chip is inserted in the opening in the state of having 
an orientation different from the predetermined orientation. The cited prior art neither teach or 
fairly suggest the further incorporation within the analyzing device an opening forming means 
for forming an opening in the packaging material of the sensor pack. 

Conclusion 

The prior art made of record and not rehed upon is considered pertinent to applicants 
disclosure. Douglas et al teach an analyte detection system using test strips. Flaherty et al 
teach a multi-use electrochemical sensor package. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian J. Sines, Ph.D. whose telephone number is (703) 305- 
0401. The examiner can normally be reached on Monday - Friday (11:30 AM - 8 PM EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (703) 308-4037. The fax phone number for the 
organization where this application or proceeding is assigned is (703) 872-9306. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0661. 



i Warden 
Supervifeify Patent Examiner 
TechrtOtogy Center 1 700 



